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PRESERVING PUBLIC TRUST:
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PARTICIPANT PROGRAMS

The protection of individuals who volunteer to participate in research is
essential to the ethical conduct of research. Such protections were not
explicitly and systematically addressed in the United States, however,
until the late 1940s, when scientists and policy makers recognized the need to
respond to crimes committed by Nazi scientists during World War II. Since
then there has been a growing sensitivity to and acceptance of the need to
conduct research involving human participants with regard for their auton-
omy, privacy, and safety.

Over the past 50 years, regulatory policies have evolved to create a system
of participant protections involving investigators, sponsors, research institu-
tions, health-care providers, federal agencies, and patient and consumer
groups. But with this enhanced system of protections comes concern about
whether its complexity and size has rendered it unresponsive to the growing
pressures of a constantly changing research environment.

The need to improve protections has become more apparent as report after
report has highlighted mounting concerns about the ability of the participant
protection system to keep up with the evolving research enterprise. Nearly all
of these reports have recommended a reexamination and modernization of the
system. In addition, in 1999 the former federal Office for Protection from Re-
search Risks and the Food and Drug Administration took action against sev-
eral major research universities, suspending their human research programs
because of apparent noncompliance with federal regulations. Also in 1999,
Jesse Gelsinger, an 18-year-old research volunteer, died in a gene transfer trial
not because of his underlying disease but because of the experimental inter-
vention itself. As the circumstances and events leading up to his death
emerged, it became apparent that the system intended to protect him from un-
acceptable research risks instead failed him.

"Trust in the human research enterprise, embedied in an individual consent-
ing to participate in a study, and thereby assuming risks inherent in that study,
demands that the system responsible for protection be credible and account-
able. In policy discussions that have occurred in the wake of these events,
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many have suggested that one way to improve accountability in the system is
through an accreditation process.

In response to a request from the Secretary of the Department of Health and
Human Services (DHHS), the Institute of Medicine formed a committee to con-
duct a two-phase study to examine how to improve the structure and function of
human research participant protection programs. This report provides the commit-
tee’s response to its first task: to review and consider proposed standards for ac-
creditation of programs that aim to protect research participants and to recom-
mend an approach to monitoring and evaluating the total system of human par-
ticipants protections. The committee’s recommendations are presented in Box [
according to the phases inherent in the development of an accreditation process.

Human Research Participant Protection Programs

In the United States, the system of human research participants protection tra-
ditionally has centered on the institutional review board, or IRB, which is charged
with independent review of research protocols to assess risks and the adequacy of

protections for study participants. In this report, the committee envisions a
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equitably and that risks and benefits are fairly distributed. The HRPPP, which can

take many forms in many contexts, is the functional unit that would be the subject

of an accreditation process.

Accreditation as One Approach to Improving the System

...accreditation of
HRPPPs should be
pursued as one prom-
ising approach to im-
prove the system.

In addition to improving protections, accreditation as a mark of excellence—
of achievement well beyond regulatory compliance—might offer a HRPPP a
competitive advantage over nonaccredited competitors in seeking support from

$ponsors or access to participants, researchers, or

students. The committee recommends that

accreditation of HRPPPs should be pursued as ore
promising approach to improve the system. The first
step toward this strategy is the implementation of pilot

programs to test standards, establish
accreditation processes, and build
confidence in accreditation organizations.
The committee believes that the ideal
accreditation body is a national
independent organization that is credible
among those seeking accreditation but
independent of any particular interest
group among them.

Accreditation Standards

The central focus of this report is
accreditation standards, the benchmarks
by which accreditation programs measure
achievement. Any set of standards must
be flexible enough to be applicable to a
variety of institutions yet rigorous
enough to ensure that their enactment
enhances protection of participants in
human research. In addition, they must
be clearly written, relatively
straightforward to execute, consistently
applicable, and measurable.

At a minimum, standards should
address an organization’s level of
functional performance in specific areas.
Some would further argue that the
measurement should not just address
what the organization is capable of doing
but what it actually does. In theory,
standards should set forth maximum
achievable performance expectations for
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RESEARCH INVOLVING HUMAN PARTICIPANTS

FIGURE 1 Human research participant protection programs. The
components in the large box are all parts of an HRPPP. Arrows represent
information flow pathways, not organizational responsibilities. All units
within HRPPP shouid have formalized communication procedures.
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activities that affect the protection of human research participants. Perhaps most
importantly, they should be based on widely accepted ethical principles that form
the norms for research behavior.

The committee reviewed available draft standards developed independently by
Public Responsibility in Medicine and Research (PRIM&R) and by the National
Committee for Quality Assurance (NCQA) under contract to the U.S. Department
of Veterans Affairs (VA). The following criteria were used in assessing the stan-
dards: 1) their scope and focus; 2) their relationship to the existing regulatory stan-
dards; and 3) the extent to which the standards can be consistently implemented,
measured, and enforced; as well as their inclusion of various key elements.

Neither set of proposed standards applies readily to the full range of human
research or to the diversity of research institutions involved. It is not clear in all
cases how the standards should be applied to nonbiomedical research settings,
contract management organizations, cooperative clinical trials groups, independ-
ent IRBs, site management organizations, or research units within federal agen-
cies and private industry.

Nonetheless, the committee concluded that an accreditation program(s} should
be pilot tested and that the NCQA standards are more suitable than those prepared
by PRIM&R, not only in VA facilities, but, with modification, for the accredita-
tion of other research institutions. The NCQA standards are the strongest basis for
use in the accreditation of other research institutions because they include specific
attention to quality improvement, provide flexibility in achieving performance
goals (e.g., increased protection of research participants), and are explicit in their
grounding in current regulations.

In expanding the draft NCQA standards for use beyond VA facilities, the
committee recommends that the standards be strengthened in several specific
ways. These include: how investigators will be reviewed, beyond the review of
protocols by IRBs; how sponsors will be assessed; how participants will be in-
volved in setting performance standards; and how oversight mechanisms can en-
sure participants’ safety.

The committee makes two additional recommendations regarding standards.
First, the formulation of accreditation standards, the accreditation process, and
HRPPP operations should directly involve research participants. Second, the ac-
creditation process should accommodate organizations involved in research be-
yond the traditional research organization models provided by academic health
centers and VA facilities. The accreditation process also should be appropriate for

research methods other than clinical research.

Evaluating HRPPP Pilot Accreditation Programs

Launching the HRPPP accreditation programs will take some time. Experience
will best guide judgments about the costs and benefits of an accreditation strategy.
Even as the pilot projects are being planned and implemented, however, fore-
thought about how to evaluate them is in order. The committee recommends that
DHHS commission studies to gather baseline data on the current system of pro-
tections for human participants in research, that Congress request an
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evaluation of pilot programs from the General Accounting Office, and that DHHS
request a parallel evaluation from the DHHS Office of the Inspector General.
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For More Information...

Copies of Preserving the Public Trust: Accreditation and Human Research Par-
ticipant Programs are available for sale from the National Academy Press; call
(800) 624-6242 or (202) 334-3313 (in the Washington metropolitan area), or visit
the NAP home page at www.nap.edu.

This study was funded by the Department of Health and Human Services and the
Greenwall Foundation.

The Institute of Medicine is a private, nonprofit organization that provides health
~ policy advice under a congressional charter granted to the National Academy of
Sciences. For more information about the Institute of Medicine, visit the IOM home

page at ww.iom.edu.
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